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DETAILED ACTION 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejection 
ns under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a 
foreign country or in public use or on sale in this country, more than one year 
prior to the date of application for patent in the United States. 

Claim 1-5, 7, 8, 10-14 and 16, 18-20 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Larkin et al (US 4,523,691). 

Referring to claims 1-2, 11, and 20 Larkin et al discloses a closure device for a 
flexible container containing a medical fluid comprising: 

a pouch (col 1 , line 6) having a port and at least a single edge such that the edge 
defines a reservoir within the pouch that is adapted to contain a fluid (col 1 , lines 8-10); 
and 

a closure device adapted to fit the port and comprises (fig 4, col 1, line 53-54) 
a base section (55, fig 14) having a top wall , a bottom wall, the base section 
adapted to fit the flexible container (fig 14, 46); 

a mid-section (1 1) fig 1) connected to the top wall; 

a support (15) connected to the base section and adapted for a user to grip the 
closure device; 
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a cylindrical member extending through the base section (15, fig 4) and the 
support (14, fig 4), the cylindrical member (11, fig 1) having a first opening on the base 
(17, fig 1) section and a second opening (fig 4) between the support, the cylindrical 
member (1 1 , fig 1 ) adapted to allow the fluid to flow to exit the flexible container (fig 7); 

a first (26) seal blocking the cylindrical (11) and capable of being breached (col 4, 
lines 24-33); 

a second seal (10,) wherein a portion of the cylindrical member between the first 
seal and the second seal defines a chamber (11, fig 1). 

Referring to claims 3 and 12, Larkin et al further discloses the first seal (26, cap) 
covers the first opening (17). 

Referring to claims 4 and 13, Larkin et al further discloses first seal comprises a 
weakened section (26, col 4, line 23). 

Referring to claims 5 and 16, Larkin et al further discloses any material which can 
be injection molded and sealed can be employed as long as they are compatible with 
sealing to the port of an I.V. solution container in which case a seal made of peelable 
foil can be used if desired. 

Referring to claim 7, cylindrical member (11, col 3, line 62-64) is adapted to 
receive a spike set. 
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Referring to claims 8 and 18, the support has at least one wing (19, fig 12). 



Referring to claim 10, Larkin et al further discloses the base (55, fig 1 1) section is 
boat-shaped. 



Referring to claim 14, Larkin et al further discloses the closure device is made of 
a polymer material (col 4, lines 27-36). 



Referring to claim 19, Larkin et al further discloses, the support (14) further 
comprises a raised surface as shown in fig 8. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

Claims 6, 9, 15, 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 



over Larkin et al (US 4,523,691). 



Application/Control Number: 10/672,318 Page 5 

Art Unit: 3754 

Referring to claims 6 and 17, it would have been obvious of ordinary skill in the 
art to modify the cylindrical member of Larkin et al to have desired a smaller diameter 
opening since the pouch contains medical fluid which is used in smaller portions. Larkin 
et al also discloses a cylindrical member (1 1) in fig 1 which seems to have a diameter 
between the range of about 0.5 mm to about 12 mm. 

Referring to claim 9 and 15, it would have been obvious to one of ordinary skill in 
the art to assume a chamber is sterile after the closure device experiences a 
sterilization process (col 2, lines lines 19-21). 

Citation of Related Prior Art 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Larkin (US 4,547,900), Bujan (US 4,1187,893), and Gross (US 6, 
439,429) and Ryan (3, 364,930) references also disclosed medical fluid dispenser 
closures with flexible pouches. 

Response to Arguments 

In response to applicant's arguments, the art previously applied still withstands 
the rejection. The supports used to grip the closure device that are not contained within 
the plastic bag can be identified as surface 15, which rests on the outer surface of the 
bag. Figure 7 shows the closure device which is in the manufacturing step, and once 
completed, device 43, 44 are removed. Therefore, to lift 26 as shown in fig 7, a surface 
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would be necessary for the user to hold in order to lift 26. Hence since surface 15 is on 
the outer surface of the bag, the user would grip 1 5 while lifting 26. 



Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Navneet K. Khaira whose telephone number is 
703-305-0860. The examiner can normally be reached on 8:30am-5:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mar Y. Michael can be reached on 703-308-2087. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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